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DETAILED ACTION 

Claims 1-10 are presented for examination. 

Claim Rejections - 35 USC §112 

Claims 1-10 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Regarding claim 1, the phrase "i.e. " ("for example") renders the claim indefinite 
because it is unclear whether the limitation(s) following the phrase are part of the 
claimed invention. See MPEP § 2173.05(d). 

Claim 5 contains the trademark/trade name Tween™. Where a trademark or 
trade name is used in a claim as a limitation to identify or describe a particular material 
or product, the claim does not comply with the requirements of 35 U.S.C. 112, second 
paragraph. See Ex parte Simpson, 218 USPQ 1020 (Bd. App. 1982). The claim scope 
is uncertain since the trademark or trade name cannot be used properly to identify any 
particular material or product. A trademark or trade name is used to identify a source of 
goods, and not the goods themselves. Thus, a trademark or trade name does not 
identify or describe the goods associated with the trademark or trade name. In the 
present case, the trademark/trade name is used to identify/describe Tween™ and, 
accordingly, the identification/description is indefinite. 

Claims 2-4 and 6-10 are rejected becasue they are dependent claims that do not 
overcome the deficiencies of the rejected independent claim from which they depend. 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-10 rejected under 35 U.S.C. 102(b) as being clearly anticipated by 
Zhang etal. (US 6,94,191). 

Zhang discloses a method for the production and purification of adenoviral 
vectors for gene therapy by the culturing of cells in a serum-free suspension medium 
followed by chromatography. This disclosure meets the limitations of producing a 
biological substance, a vector for gene therapy, as in claims 1 and 8. The biological 
substance is purified after (e.g., downstream) after cell culture, as in claim 10. The host 
cells are from a mammalian source, 293 cells (from human kidney) as in claim 4. The 
medium is from a serum-free source (abstract), as in instant claim 1 . The cells are 
product by serum weaning procedure, the inventors have successfully adapted the 
293A cells into serum-free suspension culture (293SF cells). In this procedure, the 293 
cells were adapted to a commercially available 293 media by sequentially lowering 
down the FBS concentration in T-flasks. Briefly, the initial serum concentration in the 
media was approximately 10% FBS DMEM media in T-75 flask and the cells were 
adapted to serum-free IS 293 media in T-flasks by lowering down the FBS 
concentration in the media sequentially. After 6 passages in T-75 flasks the FBS % was 
estimated to be about 0.019% and the 293 cells. The cells were subcultured two more 
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times in the T flasks before they were transferred to spinner flasks. The results 
described herein below show that cells grow satisfactorily in the serum-free medium 
(col. 8, lines 19-34). Hence, the culture source medium is a mammalian source free 
medium, as in instant claim 9. 

The cell culture can take place in a closed system such as a Cellcube^^ with low 
to medium perfusion, as in instant claims 1 (col. 6, lines 14-19). In a closed system, 
perfusion of fresh medium through the culture can be achieved by retaining the cells 
with a variety of devices (e.g. fine mesh spin filter, hollow fiber or flat plate membrane 
filters, settling tubes). Spin filter cultures can produce cell densities of approximately 
5.times.10.sup.7 cells/ml, as in instant claim 6 and 7 (col. 11, lines 27-40). 

Thee cells may be harvested and lysed in situ using a hypotonic solution, 
hypertonic solution, or a detergent. The term " in situ " refers to the cells being located 
within the tissue culture apparatus for example CellCube™ , the closed system. This 
disclosure meets the limitation of claim 1 wherein the detergent is "present in the cell 
medium" because the claims do not specify at what point the detergent is contacted with 
the medium. Hence, Zhang meets the requirement of the claims becasue the detergent 
is present in the cell culture medium after the cultuhng step in order to lyse the cells. 

The detergent can be a Tween™ such as Tween 20™ or Tween 80™ which 
meet the limitations of claims 1 , 2 and 5 (col. 18, lines 28-49). The concentration of 
Tween is 1 %, 0.5% or 0.7% (v/v) (Table 7), as in claims 1 and 3. 
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Any inquiry concerning tliis communication or earlier communications from the 
examiner should be directed to SUSAN HANLEY whose telephone number is (571)272- 
2508. The examiner can normally be reached on M-F 9:00-5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael WItyshyn can be reached on 571-272-0926. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Sandra Saucier/ 

Primary Examiner, Art Unit 1651 

/Susan Hanley/ 
Examiner, Art Unit 1651 



